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U.S. FOODANDDRUGADMINISTRATION
NEWYORK DISTRICr

850THIRDAVENUE,BROOKLYN,NEWYORK11232

Telephone: [718] 965-5300 pt 5053]

January 8, 1997.—. -—..-.-—-—----- - ---------— —— .-. .

JamesP. Ruddy

@

Chairman of the Board
~ T. W, SmithCorp.

885 MeekerAvenue
Brooklyn New York 11222

Ref 27-NYK-97

Dear Mr. Ruddy:

Aninspectionofyouro~gen tradling hcilitywas conducted by our investigatorsbetween
December 2 and 17, 1996. This inspection documented deviations from the Current Good
Manufacturing Practice Regulations for Finished Phannaceuticds ~Itlo 21, ~ of Fe~
~ (CFR),Part 211] in conjunctionwithyour h’s tradllhg of liquidand compressed
medicaloxygenwhich cause these drugs to be adulteratedwithinthe meaningof section501(a)(2)@j
of the Federal Food, Drug, and CosmeticAct (the Act).

At the conclusionof the inspection our investigatorspresented and discussedthe attaqhed
list of inspection observations @orm FDA 483) with you md your managementstaf. The
followingdeviationswere found:

1) ThefillingandtestingrecordsW to documentthata visual
liquid oxygenGP4S vesselsto assure that these ve$sels
Association(COG.A)fittings.

inspectionwas conductedon any
have the proper CompressedGas
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. ..—_ —-3) -–-

Failureto documentthe reconcihtion of quantitiesof hlds issue~ used, and returned, such
that evaluationof discrepanciesfoundbetweenthe quantityof drug produm Mshed and the
quantityof labelingissuedcaqbe determin~ inthat your fiIlingand testing records for liquid
md compressedmedicaloxygenhave a medicallabelsectionwhich indicateslabelsissued,
applied, discardedand returned, However,reviewof approximately60 flIlingand testing
rezord~forthe periodSeptemberto November1996,revealedthat this labelingsectionhas
not been completed. In additio~ there were no reconciliationrecords for the U.S.P. liquid
o~gen labels.

Failure to have fillingand testingrecxxdsthat-include complete info~on.relating to-the.. . .
production and control of each lot. For example,the records for 9/3, 9/4, 10/9, 11/13,
11/18, 11/20, and 11/26/96 lack the result of the bulk liquid o~gen assay, review of
approximately60 fillingandtestingrecordscoveringSeptemberto December 1996,revealed
that noneof theseU,S,P.liquido~gen recordscontainthe bulk supplier’slot number(s),and
the reviewer’ssignatureas requiredbyyour SOP.

Failureto havewrittenproceduresdescribingthe handlingof all written and oral complaints
regardinga drug product.

Failureto haveestablishedwrittencalibrationproceduresspecifjhg at what time intervalsthe—.
6~gm analyzer,fillinggauge, scalesandthermometers shouldbe calibrated. In
addition the Scnomex Cefiificate indicates that the Semomex was to be sent out for
cahation on 9/1/96. However,the firmhas no documentationto showthat the Sexvomex
was calibrated.

6) Failure to have adequateseparationbetweenstored medcal o~gen and commercialgrade
gases. For example,compressedmedicaloxygeninE size cylinderswere obsewed stored
next to cylindersof compressed carbon dioxide. Further, liquid medical o~gen GP-45
Vesselswere stored along a railedwakvay located on the outside of the building. This area
is not identified for the storage of U.S.P. liquido~gen.

7) Failure to have an area on the inside or the outside of the building that is identified as a
quarantine area as requiredbyyour StandardOperatingProcedure (SOP).

8) Failure to provide documentation that each person engaged in the manhcturq processing,
packin~ or holdingof a drug product has the educatio~ training and experience,or any
combinationthereo~ to enablethat personto performthe assigned fbnctions, There is no
documentationthat the employeeswhodeliverand handlemedicaloxygenhave been trained
in the handlingof medicaIo~gen as rquired by your Standard OperationalProcedures.
Specifically,the driversare requiredper the SOP to record the lot numbersof all medical
oxygencylinder;and vesselsdelivered. The deliveryticket dated 11/27/96 for New York

-—-..—.——. . . -...
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FoundlingHospitalindi@esthat four(4) GP45 liquidmedial o~gen vesseIswere delivered
--- t?) GP45 liquidmedicaloxygenvessels were dcliver~~to the hOSpiuL Howewr, or}jt!?M-u~.

and the driver reaxded the wrong lot numberfor one of the GP-45’sand a partiaI lot number
for a second GP45,

9) Failureto thoroughlyinvestigateUl,00unexplaineddisc:cpancyor fd!ure of z batch or anyof
its componentsto meetanyofi~ spdcations. For example, your investigation of a GP-45
liquidmedicaloxygenv+ Iotnumber110390whichhad improper C. G, A fitting did not
includea rcw”ewof the fillingand testingrecord.

..— ——.—...—-.... . . -——-

Theaboveidcntication ofviolationsarenot intendedto be an all-inclusivelist of deficiencies

----

at your facility, It is your responsibilityto assure zdherence with requirements of the Good
ManufacturingPracticeRegulation. Thislettersems as officialnotificationthattheFood and Drug
Administrationexpectsyourtrmdling facilityto be in compliance. Federal agencies are advisedof
the issuanmof allwarninglettersaboutchugsWddevicesso that they maytake this informationinto
accoum when consideringthe awarciof’contracts, ,.

@

You should take prompt action to comectthese deviations. Failure to promptly correct these
i deviationsmay result in regulatory action oemginitiatedby tis Agency whhout fuAtiA~i Aiotk ‘Ri~~~

● .
Ukhuic Scizd:c z:.

flc: :nj”~nction.,“a!te

You should notifi this office in writing, w“thin 15 working days of reoeipt of this letter, of
the sp~”fic ~ey ynu h~w Mm to correct the noted violations. incIuding an exphtnationof each step
being takento prevent the recumence of similarviolations. U comectiveaction cannot be compietea
within 15 days, state the reasons for the delayand the time within which the corrections will be
completed.

Your reply should be sent to the U. S. Food andDmg Admini~tioI% New York District
C)ffi~ 850ThirdAvenu~BrookI~ New York 11232,attention: AnitaFen~, ComplianceOfficer.

Attachment

.Sincerely,

L&&i%?
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ActingDistrict Director

Form FDA 483


